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lends FDA’s. efforts in imphnenting the Food Co&i& Su%a$c6 
%6 (FCN) created by the Food and 6ug Administration M$&nization 

of 1997 &‘t&major way’mmaximi~ze efI!iciency in FDA’s premarket approval processes. The 
$eiia‘ ‘and e%x%&nt m&ins for approval of food contact sub&i&& . I’ 
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FDA should utilize the addiuonal funds received in fiscal year 2000 mentioned in the May 
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possible for the notifier to determine an appropriate CEDI for the material including the notified 
use. Establishing an appropriate CEDI is critical, as this level determines the amount and nature of 
the data required to establish safety. In fact, it is possible the CEDI with the requested use would be 
high enough to necessitate the filing of a FAP. Knowing this in advance of submitting the FCN 
wuuld save both indu@ry and Agency resources. 
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is situation may be avoided as the notitjer gy.~l~~~lwo~~,g~t (0 .y 

LYAa- 111 “y a -y”*y,s’,.-D*“‘“‘> *v* I--Y- ----w----y --- - ,-,-‘d”&,,e* ,‘..,_,, y-, r the exclusions. APC requests 
bhe Aeencv devote the resources necessarv to ‘exbedite this process,as the Agency has indicated 
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Another area where FDA could devote some of the additional resources available is to 
increase @e pace and level of trai&ng for Agcncy&ff%6rking on the FC’N program. APC notes 
that the initial round of training for Agency staff worl@g on the FCN program was quite successful, ?’ “.,y:ri,* 7 ‘:,..’ r-7 : ;, * ../ ‘“*“,~.~~.;,.‘. “.. : 
with these personnel demonstrating an extensive knowledge of the process and pr*cedures to be 
‘utilized for the FC‘N systk As the FCN system becomes .mo@c&blia&dT and ,more’ utilized, the 
pace of these ,@bmiasions is li$y to increase. ‘fo date, afib six months.o&cepting FCNs and ,., ,,. x _ ,^ iA ,_ Z^‘_ ii:,~ ; “? ,,~_ I j i 7 _ ,.r ” .:” s ,I -’ ..,^^.., ._ ; 2 L” :j.. -G,’ -- -1 ..- > ! 1-- 1,‘: ,.3y :; ,- ,:,,*;~‘~~L~~; J-J..- ‘f‘.’ ., :: ,.. ., :‘. -,,, :- 
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ahnost 9 months of the system being effective, FDA has received less than 100 FJJ$ While it may I (.^, ” _ 
take seine time for the pace of submission to ore& thg.levq!,..&q,,Agency predicts in $s proposed rule 
on the FC!?J &em, 65 Fed. Reg. 43276-77, the rate.of submissions is stit$ tg in&$.&&s industry 
becomes more f&liar with the program. ,^ . . . I ,j.“_ . As FDA recejves more s&n@&qs, tdi?‘?$~~~&i?e 
additional stafEng to process-the notif@io~. wiw t&, l?JO ,&y statutory time ‘@i$‘tiy 

improving its review of foqd :c@t@ $i, 
&ninis&&re guidance docunx&, 65 F&. 
commitment, $0 establ@ing an efficient and productive system. APC o,$&? t$$ 
fitrthety &eas where t&i, Agency could achieve Fyec greater effkienciq for ~~$!~~$@~ Ami+initsretiew’ofd .’ ’ . ‘- .* . .* a,... ..,, <,..z. :~&v,,,~,,. 
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